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Parti THE FOLLOWING ATTACHMENT(S) ARE PART OF THIS ACTION: 

1. □ Notice of References Cited by Examiner, PTO-892. * n^nf rw* . » 

3. □r^ofMCItedbyAppHcantPTO-1449 7 LJ Notice of Draftsman's Patent Drawing Review, PTO-948. 

□mforn^ Cfl H WtoE f^ J U Notice of Infonnai Patent Application, PTO- 152. 
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2. □ Claims 

3-D Claims 



- a* pending in the application. 
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_ are withdrawn from consideration. 

_ have been cancelled. 

are allowed. 

are rejected. 

are objected to. 



i purposes. 



are subject to restriction or election requirement. 

7-DThls applies 

8. □ Formal drawings are required In response to this CWk» a^ 

9. □ The corrected or substitute oYawir^ riave been received on (l _ 

are □ acceptable; □ not acceptable (see evJnrt^L,* ,rw^ Under 37 C.F.R. 1 .84 these drawings 

k««o. u noiaccepraDie (see explanation or Notice of Draftsman's Patent Drawing Review, PTO-948). 

10. □ The proposed additional or substitute sheet(s) of drawings filed on ^ , h XKm „ 

examiner; Q olsapproved by the examiner (see explain, ' "as (have) been □ approved by the 

11. □ The proposed drawing correction, filed hash™ n«n*^. n*. 

.nasoeen □approved; U disapproved (see explanation) 
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^.□other 



PTOL^26(Ftov.2«3) 



EXAMINER'S ACTION 



10 



15 



£0 



30 



Serial No. 08/090, 00£ 
Art Unit 1812 

Since this application is a continuation not ^^^^ 

fl l.d under 37 C.F. R. • 1-6S. ^ i^e parent 
the invention elected and prosecuted by W* 1 ™^ See 1046 0G 
application, Group II, claims l ' ' B 5tand withdrawn front 

2. Consequently, claims 4-10 and 17 IB s 1>w2(b)i as 

further consideration by the Exaixn r ^^i^ § wa5 „, a de with 
being drawn to a selected in ven J"^ ion SU"r«.nt was made 
traverse in paper no. u. me r 
final in paper no. & 

The continue application must c< -t*^^" f ^Icant" is 

the specification- 

35 U.S.C. i 181 ""^^U^^rUny ... and useful process, 

----- f^ n -if n . a r w 

Xtr^ 1 ^IV^V^™* «« requirements of 

this title' 1 - 

daims 1-3, 11-16, and 1,-21 are rejected under 35 U. S. C. 
, 181 became the claimed subject matter laCs patentable 

ut i 1 i t y - 

Claims 1-3 are dra«n to DNA segments encoding BDF-1 protein. 
Although useful properties are alleged based upon the similarity 
.f the BDF-1 amino acid sequence to the TGF-0 fa.ily, there i, no 
evidence of record that this DNfl sequence encode, a biologically 

napticular properties. (See 
useful protein possessing any particular p h 

specification pages 1-11.) The utility .f *h. vectors and 
transformed host ceHs of clai.s 11-14 and the method of cla.m IS 
turns on the utility of the sequences of clai.s 1-3. 

Clai. 16 is dravn to a DNfl segment encoding a mammalian UD6- 
i protein. There is no utility aileged for the UOB-1 DNfl 
sequence other than it ^ be a receptor and May. be involved »ith 
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the biological activity for GDF-1 . (See page 15, lines 9-£9. ) 
The utility of the vectors and transformed host cells of claims 
19-20 and the method of claim £1 turns on the utility of the 
sequences of claim 16. The specification presumes a utility that 
has not been established^ 

Applicant has argued that the alleged utility of the GDF-1 
and U06-1 proteins encoded by the claimed DNA sequences is 
bel ievable on its face. The Examiner disagrees. The disclosed 
utilities for the GDF-1 protein as a diagnostic tool for 
screening and potential utilities as therapeutic agents are not 
supported. There is no evidence of any disease state that can be 
treated with this protein nor any tumors, genetic diseases, or 
developmental anomalies that applicant has associated with this 
gene or protein. There is no evidence of any Kind that UOG-1 has 
any useful biological activity that would meet the burden of a 

patentable utility, 

Applicant argues that the similarity of the GDF-1 sequence 

to the TGF-B family is sound basis for the asserted utility. 

Structural similarity is not sufficient to establish utility. 

Furthermore, the similarities only range from S6-5S* on the amino 

acid level. In order to meet the burden of patentable utility, a 
specific benefit must exist in a currently available form. Use 
for further research and determination of useful properties is 
not a practical utility. (See for example, *z&m*r_^^ 
148 USPQ 689 (1966)). Applicant has not provided any reasoning 
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, . . _ llt :i;t u D f U0G-1 is believable 

supporting the allegation that the utility or uut> 

on its face. 

The following is a quotation of the first paragraph of 35 
U ' S '°The specification shall contain a written de script ion of th. 

the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 112, 
first paragraph, as failing to provide an adequate written 
description and enabling disclosure. 

Applicant has failed to disclose how to use the claimed 
invention. Useful properties for GDF-1 are alleged based upon 
the similarity of the amino acid sequence encoded to the TSF-6 
family, however, there is no evidence of record that this DNA 
sequence encodes a biologically useful protein possessing any 
particular properties and in the absence of such a showing it is 
unknown how to use this DNA sequence, the vectors, host cells, or 

method of producing GDF-1. 

There is no description of how to use the DNA sequence 
encoding UOG-1, the vectors, host cells, or method of producing 
associated with this UOG-1 encoding sequence. 

See also remarks above with respect to the rejection of 
claims 1-3, 11-16, and 19-21 under 35 U. 9. C. § 101. 

While expression of QDF-1 is described on page 6 in the 
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■♦•nnof fiaure% insufficient details are presented to 
description of figure 

^ T+- does not appear that the 
determine what was performed. It does 

• ,»t.d as set forth in the method. There does not 
protein was isolated as seu 

•„„ n f f inure 9 and the recombinant 
appear to be a further discussion of figure 

of GDF-i in the specification. It is deemed to be 
production of GDF l in m k 

„ foin could be successfully produced 
unpredictable whether the protein could o 

absence of a clear description of its 
recombinants m the absence 

.inn lacks fts s uch , the method of 

production which the specification lacks. 

claim 15 is not sufficiently described nor enabled. 

; c puarlv prophetic. There is no 
The method of claim di is clearly P P 

description of product vectors, transformed host cells, or 
product the protein encoded by the ON* se.uence recombinant ly. 
lt is deemed to be unpredictable whether the protein could be 

successfully produced recombinant ly. 

i - li-ifc and 19-21 are rejected under 35 U. S. C. 
Claims l-i, aT1Q 

fnl , fhe reasons set forth in the 
§ 112, first paragraph, for the r easo 

objection to the specification. 

Thl5iB .continuation „f .pp»=«*....rli.r .*>"-»«•" 

s „. «» cl.i» «- — *» «" inVentl ° n 

cla i.ed in the .PP.»«ti.n and ~ulo have .... fin.l.» 

^ected on tHe S^und. 0. a,t of -cord in *„. next Office 
a.tion if th.» - b..- entered in -He, application. 

m d F P § 7©6.®7<bK Applicant is 
, . • 4-^i<= rase. See M.P«t.H» ^ 
action m this case- 
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reminded of the extension of ti.. P^iey as set forth in 
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A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FR- 
ACTION IS SET TO TH^EMOTB ^ ™ T TM0 mNTH8 
5 ACTION. IN THE EVENT A FIRST ^FONBE JS^ILED Q0RY flCTI0N 
OF THE MAILING DATE OF THIS FINAL J CTI UN THREE-MONTH SHORTENED 
IS NOT MAILED UNTIL AFTER ™EENDOFl Ht • n p E RIOD WILL EXPIRE 
STATUTORY PERIOD, THEN THE SHORTENED STATU TORY PERI ™ FEE 
ON THE DATE THE ADVISORY ACT ON 18 MAILED CALCULATED FROM THE 

ie PURSUANT TO 37 nniiTcnRV ACTION IN NO EVENT WILL THE 

MAILING DATE OF THE fiDVISORY flCriON^ IN N q ^ 

STATUTORY PERIOD FOR RESPONSE EXPIRE LflltK 
THE DATE OF THIS FINAL ACTION. 

Papers related to this application may be -fitted to Group 
180 by facsimile transmission. » u x (CM1) . The 

180 via the PTO Fax C.nt.rlocat.d in Crystal Mai blished in 

fAxino of such papers must conform with trie no* h 

«2« Ii R^Ptte 1096 OG 30 (November 15, 1989). me 
the Official Gazette, ivm j-> 
Fax Center number is (703) ^08-4^7. 

Any inquiry concerning ^1. co-.unie.tion or ^arlier 

communications from the s *^? 308-0666. 

P. Allen whose telephone number is 

this application should be ditectea « 
whose telephone number is (703) 308-0196. 
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